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REMARKS 



Clamv; 1 -5, 29-36, 40-52 and 54-59 are ponding m the above-identified application. Of 
the pending claims, Claims 54, 58 and 59 are allowed. Claims 1-5, 29-36, 40-52 and 55-57 are 
rejected under 35 U.S.C. § 102. as discussed below. No amendments have been made by way of 
this response Reconsiders! nof£ ns 1-5, 29- -5 nd 55-51 * respec ullyrt ueste 

kc i * t j v - i s v 2 



The rejeciion of Claims 1-5, 29-36, 38-52 and 55-57 was maintained under 35 U.S.C. 
§ 102(b) as allegedly being anticipated by Zajac et at (1997. Irit J Cancer 71:491-496, 
hereinafter referred to as "Zajac"), Kitllesen et al (1998 Umn to! 1 210 hereinafter 

referxed to as "Kittlesen*), or lager et al. (1998. J Exp Med 187:265-270, hereinafter referred to 
as "Jagcr"). 

! t x , i ro.so sk esw < ^ ,'i krtnm *. el ^ i r i ; < i m 
Zajac viitiesen oj Jages ma> be a low number, there is no reason why such a low number could 
no v idqpiive ad istered 1 t e espc c led e n in ^ 2 s >v s claim were 
amended to recite, in relevant part, a composition comprising a sufficient number of a first 
isolated T cell to be suitable as an adoptive immunotherapeutic, which Applicants presume to 
have addressed die Examiner 5 ;; previous ground for the rejection. 

i !v ! ! ! l \ < ^ v i in < 1 <, W c tl ^ ^litk 

. ,\ <k I wli be so udM san^Cpo\. sm iuL \> • w a. m he urn; b 

! ^ t .C , ' t. ^ l v. ^ i V v lu I I > C 1 v. i Ihn 

would not suitable for use as an iovmanotherapeude. Tire Examiner argues that cells from a 
cancer patient would be "suitable 1 ' for autologous immunotherapy, and therefore, maintained the 
c o v ew b >r the ct >f the cm Applicants respeetfu >1 

that the fact thai the ceils were obtained bom a cancer patient was not the basis Applicant's 
argued to disqualify the art. Applicants do not concede that the ceil preparations from cancer 
patients described in the reference would he suitable for autologous immunotherapy, but have 
not presented remarks regarding tins new basis tor rejection. Instead. Applicants maintain that 
the cited references do not anticipate the pending claims for the reasons already of record as re- 
iterated below—namely, the compositions taught by the reference are not suitable "as adoptive 
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immu^nherapeuries*' because they contain agents I arc ,ap. . mi i, 1 1 inu- nmr to a 
human. 

f/?« /mm of Anticipation 

Anticipation under Section 102 can he found only if a reference shows exactly what is 
claimed. Titanium Metals Corp. v. Banner, 778 F.2d 775 (Fed. Cir, 1985), More particularly, a 
i nik i i he s i u j - p io art I %. xh a^d e^e^ 

limitation of a claimed invention, Electro .Med Sys S.A v. Cooper Life Sciences, 34 P. 3d 1048, 
1052 (Fed, Cir. 1994). C> anticipate, every element and limitation tie claimed invention 
must be found In a single prior art reference, arranged as in the claim." Brown v. 3AT 265 P. 3d 
1349 (Fed. Cir. 2001). 

7??e Claims 

Hie claims relate to compositions that comprise a sufficient number of a T cell to be 
suitable s ai adc e immunotherapeut.it « ^ ' - t v - is comprise st isi 
T cell expressing a T cell receptor specific for an. MHC -peptide complex containing a 
housekeeping epitope, in some embodiments, the claimed compositions further comprise a 
conO \r v. t i v. i c It ! e t\s» 

different housekeeping epitopes. Accordingly, Claim 1 recites a composition comprising a 
sufficient number of a first isolated I ceil to he suitable as an adoptive imnmnodierapeutic. 
Claims 2-5. 29-36 and 40-41 depend from independent Claim 1 and thus contain all the features 
mmeot ^ v.e I as add nonai nm.eie- :.„fe: . i wnhm the claims. Claim -43 recites a eomposdson 
comprising at least a first and a second isolated T cell population, wherein said first population 
comprises a sufficient number of a first T cell to be suitable as an adoptive immunotherapentic 
for an animal, and wherein said second population comprises a sufficient number of a second T 
cell to be sumudo a i ejeueum n^ad. Churns 43-52 and 55-57 

a o I 1 < r dependent ( m 42 ant is contain ail ft s eofa.su is sdciitiona 

, * . s 1 n me claims. 
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Zajac Does Noi Anticipate the Claims 

TV reje ol cia 5, 29, 30 s s. -2 a c 55 N i i s 

U.S.C. §102(13) as allegedly being anticipated by Zajac c/ a!. (1997. (ni J Cancer 71:491-496, 

lereinafte re e j as "5 jac ( n >age ? < ^ A ce \ctb i i was ass< (it at 
Applicants used the recitation that the T ceils be suitable "as an adoptive immunotherapeuttc" to 
disqualify the prior art by allegedly arguing that cells taught by the reference are obtained from a 
cane ! ! t k s i i t ! i eube. The iter then 

argued that cells from a cancer patient would be '"suitable' 1 tor autologous immunotherapy, and 
therefore, maintained the rejection. As noted above, Applicants do mt concede that the ceil 
t '''in w< v me 1 N e- U ^nhe^ u \' t i «. no,vs ^ -w. w ^ i - 

immunotherapy, but have not presented remarks regarding this basis for rejection. Instead, 

M\> v. ! a ~ > u fO v. v v v . s > ! > l ' v w o- n - J ! h > t a a,\ o 
already of record as re-iterated below -namely, the compositions taught by the reference are not 

i ek vN npiu ^ ^ v a i v^as t .on , ... s ! e c craw*. *m m iui 

sdmuvo; a . ana; 

As an initial matter. Chums 38 and 39 were previously caned d-d unman, prejudice, 
Accordingly, the rejection of these claims is considered moot. 

As previously argued, Zajac discloses generation of tamoricidal lymphocytes from 
healthy donors after hi vitro stimulation with a replication-incompetent Vaccinia virus encoding 
MART-l/Melan-A 27-35 epitope. However, Zajac does not teach compositions that are suitable 
as an adoptive imraunoiherapeutic. As previously argued, and as discussed and acknowledged 
during the interview, the T ceils ultimately derived and disclosed by Zajac are not suitable for 
adoptive administration to a human because, daring generation of MART- 1 /Meian-Aj-or 
specific CTLs, the T cells are exposed to agents which arc then present in the compositions, thus 
!v ■> „ >. i <, a i a t to >e ^ at to mil ' ! ( 

composition; tset in generating MAR! Melan-A^? specific s b> Zajac c 
antibiotics and recombinant human IL-2, the presence of either of which renders the 
compositions unsuitable for administration to a human. Such agents are unacceptable as 
components of a composition to be administered to a human or an animal due to expected 
toxicity and/or allergic reactions in response to such agents. Thus, contrary to the Patent 
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Office's as s vpv^ure < s r. s during « 

vivo manipulation thai renders such cells unsuitable for use as an inimunoiherapeutic. Thus, the 
compositions disclosed in Zajac would not he suitable as an immimotherapeuiic even for 
i > Kunmss ere the intended recipient. .! st these reasons 

died closed c xrsh t ais no si au< i to a J 

r e nut Ice ! i ' I e Zpsue d eOntn ok L 

reactivity against the MART-d/Me!an--A?7o5 peptide. 'Thus, Zajac does not teach that TlLs 
obtained irons a melanoma patient include any number, let alone a sufficient number, of a first T 
cell to be suitable as an adoptive inun unotherapeuiic . 

Moreover, as discussed in the response iiied March 5, 2007, the subject matter of 
Claims 42-52 and $5-57 relates to a composition comprising at least a first and a second isolated 
T ee, pm be e ><- hmt i a v.u o 1 ull ppsf ^ ci. m u>) etd 

lousckcepm p epit ope s b ependen t a ettts that the Y cell p ts c> ses 5 I 

cell receptor specific for an MHC-peptide complex comprising a housekeeping epitope, and that 
housekeeping epitopes of the first T cell population is not the same as the housekeeping epitope 
for the second T ceil population. Thus, the I cell populations recited in Claim 42 exhibit 
specificity for two distinct housekeeping epitopes. 

In steak contrast to the subject matter of Claims 42-52 and 55-57, the cited reference 
v \^ ^c v-e n n m svCi xr .n 1 - v. k n > a > v \' \ fi 

\ n \ v page 40 ^ col i \ no pont Joes Z c ea». i 

or suggest a composition comprising at least two isolated T cell populations wherein the T cell 
vp cxhibd cWoUwio ceded) stvehA tor t wo dltier ent housekeeping epitope-'- . 

for at least the reasons discussed above, Zajac does not teach each and every feature of 
the claims. Accordingly, Applicants respectful!.} submit that die reference does not anticipate 
the claims. Withdraw! of the rejection is requested 

ivilLwn P ^ <■ "> 

he rejCv oi o claims 5, 29,30, 33, 34, 36 and 38 was ma S i 

t, ' i < 1 ; ' I ' '' i >0 ; 2 -2 < 
hereinafter referred to as "Kittlesen"). On page 5 of the Office Action, it was asserted that 
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x i n ! e k s t i v i i v 

disqualify the pries an b> aliegedl) arguing that ceils taught by the reference are obtained frosts a 
v r _ ! i \ l j ■> t i u k« v^sari 11 t to 

argued thm ec, s dorr a caret-: patient «v uld be 'Mutable'" fen du:cueeAa ! o immiuwvdnmnp , md 
therefore maintained the rejection 

As an initial matter. Claims 38 and 39 were previously cancelled without prejudice. 

ingK. the reje on of these*. yi, s k ssidered io 

As previously argued. Rhtlesen leaches recognition by human melanoma patients of an 
\ s ■<. t l epJupe - n w at t a. e„ j e o*. so " Kwtw 
Kittlesen discloses that CTLs derived Prom peripheral blood lymphocytes, tumor-involved nodes, 
or tumor-drain 1 a culturec < t e >e tec i> n e ologous tumor 

cells, f * si ,'iv oi'i ' Hu <t n t I e a _ i' si >s im u i hu o s^ the 

presence of sue n ents in the med eade < )sed c s s uns e ft 

tdoptivc i ini > a hi etbre unsuitable >ptive >eutic 

Thus, contrary to the Patent Office's: assertions. Applicants argued that it is the presence of 

c n.ory . k \\ asoi i < u 1 i i s 1 t 1 >. - v a 

renders the c imp* hion disclosed in Kiltlesest unsuitable for use as an immunotherapeum 
t v on t i v v t v <. s ! ' ' a. - >. e i- l wot a'\iu >_vcn m 
autoso oi.uistrat.ion where the doi n late addition > tyrosinas 

t u\ ! s c >o vd > T v x 1 i k l i p i ^ T 1 us « osa 

compositions do not include a sufficient number of a first 7 cell to be suitable as an adoptive, 
iromunolherapeutic. 

In view of the foregoing, Kittlesen does not teach and every feature of the claims. 
\cct i > v i 5 ts respect submit t e reference d ot antic 1 t c urns 
Withdrawa < ' ion is requested 

Jager Does Not Anticipate the Claims 

§KS2(bi as slletred \ K e i _ ^ a t, ^ w v h\ ,^ a ' 1(1 1 ' \ > ^ A"' 1 .aeremafter 
referred to as "Jager"). On page 6 of the Office Action, it was asserted that Applicants used the 
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recitation that the m >- i« ■> i u \ ^ -> . vg 1 \ die -si o 

art by allegedly arguing that cells taught by the reference are obtained from a cancer patient and 
thus would not suitable for use as an immunotherapeutic. 1 he Examiner then argued that cells 
from a cane: yarnm' >wu!U he "salable' fur aukhoeoe-s iinnitmutberap\ . una therefore, 
maintained the rejection. Applicants maintain that the cited reference does not anticipate the 
claims. 

As an initial matter, Claims 38 and 39 were previously cancelled without prejudice. 
Accordingly; the rejection of these claims is considered moot. 

As previous!) argued, I'agei teaches the arm gen-specific Immoral and cellular immune 
responses against human tumor antigens. However, to obtain the stable CTL line N W38-1VS-1 . 
lager cultured mixed lymphocyte i n o ceil cultures of peripheral blood lymphocytes (FBLs) 
1 1 v \h>\ yi^ e in lie ^ " 1 1 „ n , nm uc The 

presence of antibiotics in the medium used to. culture CTLs renders the CTL composition 
i u>k t dmmismuion u srefo.re i i tdoptlve 

inununoiherapeutic. Thus, contrary to the Patent Office's assertions, Applicants argued thai it is 
the presence of certain components in the medium during ex vivo manipulation taught by the 
cited ref< ence at renders ? com tit disclosed lagc able s sse as an 

immune therapeutic, Thus, the compositions disclosed therein would not be suitable as an 
mu eiapeutic e ut J where me donu intended reeipit n 

Furthermore, Jager discloses that the needle biopsy obtained from a melanoma patient 
was used to establish die tumor ceil line NW-MEL-38; such cells are clearly minor cells, not 
reactive T cells. Jager only discloses NY-ESO-1 reactive T cells after mixed lymphocyte tumor 
ce cuiis es of PBLs ami NWA ~' , '' > I'hus ge doe not teach th : ' ly l - btaine* rom 
melanoma patient include any number, let alone a sufficient number, of a first T cell to be 
i nmothe! c 

In view of t oregom get >es nc sac each I ever} ire oi the c i is 
Accordingly, Applicants respectfully submit thai the reference does noi amicipaie the claims. 
Withdrawal of the rejection is requested. 
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Uloyyejyk 1 j sims 5- L 58 ax 5< 

Claims 54, 58 and 59 are allowed. 

Conclusion 

Applicants submit that the present Application is in condition for allowance and 

i. I I i P <ss C \ I i ^ 1 \ I u < >. 1 v 

Applicants' representative at the number provided below in order to resolve such issues 
promptly. 

Please charge any additional fees, including any fees for additional extension of time, or 
credit overpayment to Deposit Account No. 04-0258. 

Respectfully submitted, 

Dated; December 1 . 2Q0S B> 

Slaella R Gibson 

Registration No, 54,120 

Attorney of Record 

DAVIS WRIGHT ; Rr MAINE LLP 

505 Montgomery Street, Suite 800 

San Fraiieiseo, Galifornia 941 1 1 

(415)276-6500 
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